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TI Fasgil hydrochloride injection agent - comprises aq. fasgil hydrochloride 
soln. filled in container having specific light transmittance 

DC B02; P33 

PA (ASAH-C) ASAHI KASEI KOGYO KK 
CYC 1 

PI JP 09024085 A 19970128 (199714) * JA 6 [5] A61J001-06 <- 

ADT JP 09024085 A ***JP 1995-175010 19950711*** 
PRAI JP 1995-175010 19950711 
IC ICM A61J001-06 

ICS A61K031-55; A61K009-08 
ICA C07D401-12 

AB JP 09024085 A UPAB: 20050515 

Injection agent comprises aq. fasgil hydrochloride soln. filled in a 
container having a light transmittance of up to 10% at 350 nm. 

ADVANTAGE - The container prevents deterioration of the aq. soln. - 
In an example, 30g fasgil hydrochloride and 16g NaCl were dissolved in 
2000ml water and filtered germfree to prepare 2000mJ aq. soln. of fasgil 
hydrochloride for injection. It was filled in 2ml glass ampoules contg. 
0.5% iron oxide and 2.8% titanium oxide and the ampoule was sealed to 
prepare 500 ampoules of the injection agent. The light transmittance was 
4% at 350 nm. The light stability of the content was measured by using a 
fluorescent light of 3000 Lux at a rate of 900 thousands Lux.hr. The light 
transmittance at 400 nm was 100.2% compared to 72.2% for a control using a 
container having a light transmittance of 80% at 350 nm. 

MC CPI: B11-C06; B12-M06 
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Translation of parts cited In the International Search 
Report regarding the document (3), I.e. JP 9-24085 A 

<Claim 1> 

[Claim 1] 

A fasudil hydrochloride aqueous solution injection 
filled in a container having a transmittance of light having 
a wavelength of 350 nm of not more than 10 %. 

<Paragraph Nos. [0004] to [0005] and [0012] > 

[0004] 

[Problems that the Invention is to Solve] 

However., it has become clear that such an ampule of fasudil 
hydrochloride is inferior in light stability and a content 
liquid gradually changes brownish by sunlight and further light 
of about 3, 000 luxes of a fluorescent lamp. In order to prevent 
such a change due to the light, it may be thought to accommodate 
the ampule of fasudil hydrochloride in a container through which 
light does not transmit at all and to put it on the market. 
However, since the manufacturing thereof takes a lot of time 
and increases the costs and the contents are not seen at all, 
it hinders the product inspection and the confirmation of the 
content by a user. 

[0005] 

Then, in order to provide a product which is able to secure 
the stability of the fasudil hydrochloride aqueous solution 
injection against light and further to confirm a content liquid 
or the like, the present inventors made extensive and intensive 
investigations . 

[0012] 

In the thus obtained container having a transmittance of 
light having a wavelength of 350 nm of not more than 10 %, for 
example, the content having a transmittance of 50 % or more at 
a wavelength of 600 mm as shown in Fig. 1, Fig. 3 and Fig. 4 
by the naked eye can be confirmed, and therefore, such a 



1 



container can be practiced as a more preferred configuration. 
The fasudil hydrochloride aqueous solution injection filled in 
such a container can be provided as one having good light 
stability . 



Fig. 1 
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TI Soft capsule for drug unstable to light - consists of gelatin which has 

been stained and then dehydrated 
DC A96; B07 

IN ITO N; MURAKAMI T; OE M; OKIMOTO M 
PA (TEIS-N) TEISAN SEIYAKU KK 
CYC 1 

PI JP 58109415 A 19830629 (198332)* JA 5 [O] <- 
JP 60059205 B 19851224 (198604) JA 

ADT JP 58109415 A ***JP 1981-109415 19811224*** ; JP 58109415 A ***jp**» 
*** 1981-208121 19811224*** ; JP 60059205 B JP 1981-208121 19811224 

PRAI JP 1981-109415 19811224 

IC IC A61K009-48 

AB JP 58109415 A UPAB: 20050421 

A soft capsule (l) includes a drug (ll) which is unstable to light, (l) is 
based on gelatin (ill) . The outer surface of membrane of (l) is stained. A 
soft capsule based on gelatin is stained with a soln. of a dye (IV) in a 
mixed solvent of an alcohol (V) and water. The stained soft capsule is 
dehydrated with anhydrous organic solvent (Vl) and dried to prepare (l) . 
(ill) is combined with a plasticiser such as glycerin and sorbitol to form 
a gelatin sheet (Vll) . (ll) is interposed between two sheets of (VIl) and 
moulded into a spherical, elliptic or cylindrical capsule. (VIl) may 
contain an opacifying agent such as titanium dioxide and iron oxide or a 
preservative such as p-aminobenzoic acid, which is homogeneously mixed 
into (VIl) . (iV) absorbs light with wavelength which can decompose (ll) , 
for example, 250-460 nm in the case of nifedipine. (V) is mono- or 
poly-hydric alcohol such as methanol, propanol, ethylene glycol and 
glycerin, most pref. ethanol. The outer surface of membrane of (l) to be 
stained has a thickness of at most 100 microns from the outermost surface. 
(VI) is mono- or poly-hydric alcohol, pref. polyethylene glycol. 
In further detail the decompsn. and deterioration of (ll) are prevented, 
(l) is handy to carry. (l) is administered orally and the pharmacological 
effect of (ll) is rapidly demonstrated. 

MC CPI: A03-C01; A12.V01; B04-B04A; B04-D02; B07-D04; B12.M06; B12-M11 
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